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Art Unit: 1645 

DETAILED ACTION 

1. Applicants' Response to Restriction, received 28May2004, is acknowledged. Applicants 
elect, without traverse, Invention I, claims 1-10, drawn to nucleic acid, classified in class 536, 
subclass 24.32. Claims 1147 are withdrawn from further consideration pursuant to 37 CFR 
1.142(b) as being drawn to a nonelected invention. 

2. Claims 1-10 are under consideration. 

Specification 

3. The disclosure is objected to because of the following informalities: 
Page 1, lines 25 and 30, the M. should be italicized, 

Page 2, line 9, the M. should be italicized, 

Page 4, line 26, there should be a comma after "and 8", 

Page 7, line 1, tuberculosi should be tuberculosum, 

Page 15, Table 5, there is no right side line on the table, inferring that the table is 
incomplete. If matter has been left off, adding matter may be considered "new matter", 
unless the information is presented elsewhere. Also, it is recommended that the column 
"IS6110 Pattern" be presented as a figure to preclude any problems with reproduction of 
the patterns, 

Pages 18 and 20-25 are objected to because they contain an embedded hyperlink 
and/or other form of browser-executable code. Applicant is required to delete the embedded 
hyperlink and/or other form of browser-executable code. See MPEP § 608.01. 

A listing of references beginning with number 13 has not been found in the application. 

Pages 28 and 29 have not been found in the application, please advise, 
Appropriate correction is required, 
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Page 33, line 4, strains should not be italicized. 

Sequence Identifiers 

4. M.P,E.P.§2422.03, paragraph 9 recites: 

37 CFR L821(d) requires the use of the assigned sequence identifier in 
all instances where the description or claims of a patent application discuss 
sequences regardless of whether a given sequence is also embedded in the text 
of the description or claims of an application. This requirement is also intended 
to permit references, in both the description and claims, to sequences set forth 
in the "Sequence Listing" by the use of assigned sequence identifiers without 
repeating the sequence in the text of the description or claims. Sequence 
identifiers can also be used to discuss and/or claim parts or fragments of a 
properly presented sequence. For example, language such as "residues 14 to 243 
of SEQ ID NO: 23" is permissible and the fragment need not be separately 
presented in the^Sequence Listing," Where a sequence is embedded in the text 
of an application, it must be presented in a manner that complies with the 
requirements of the sequence rules. 

Pages 20-26 contain amplicon sequences without the required sequence identifier. 

Claim Objections 

5. Claim 5 is objected to because of the following informality: Mycobacterium 
tuberculosum should be italicized to be uniform with the other claims. Appropriate correction is 
required, 

6. Claim 1 is objected to because of the following informality: the listing of the group 
sometimes uses a comma and sometimes uses a semicolon between the listing of SEQ ID NO:X 
and complementary sequence of SEQ ID NO:X. Appropriate correction is required for 
uniformity. 

Claim Rejections - 35 USC § 102 

7. The following is a quotation of the appropriate paragraphs of 35 U.S.C. 102 that form 
the basis for the rejections under this section made in this Office action: 

A person shall be entitled to a patent unless - 
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(b) the invention was patented or described in a printed publication in this or a foreign country or in public 
use or on sale in this country, more than one year prior to the date of application for patent in the United 
States. 

(e) the invention was described in (1) an application for patent, published under section 122(b), by 
another filed in the United States before the invention by the applicant for patent or (2) a patent 
granted on an application for patent by another filed in the United States before the invention by the 
applicant for patent, except that an International application filed under the treaty defined in section 
351(a) shall have the effects for purposes of this subsection of an application filed in the United States 
only if the international application designated the United States and was published under Article 21(2) 
of such treaty In the English language. 

8. Claims 1-3 and 5 are rejected under 35 U.S.C. 102(b) as being anticipated by Eisenberg 
et al (WO01/35317, published 17May2001). 

The instant claims are drawn to "An isolated nucleic acid comprising >12, or >15, or 
>18 consecutive nucleotides of a nucleotide sequence selected from the group consisting of 
SEQ ID Nos:l-18, or complementary sequences of SEQ ID NO:M8." 

The open phrase "comprising" permits a scope of any length of isolated nucleic acid 
which at a minimum has either 12, 15, or 18 consecutive nucleotides of SEQ ID NO: 1-18. 

Eisenberg et al teach the claimed isolated nucleic acid comprising all of SEQ ID NOs:l, 
2, (page 55; SEQ ID NO: 12). 

9. Claims 1-3 and 5 are rejected under 35 U.S.C. 102(b) as being anticipated by Gicquel et 
al (WO 99/09186, published 25Februaryl999). 

The instant claims are drawn to "An isolated nucleic acid comprising >12, or >15, or 
>18 consecutive nucleotides of a nucleotide sequence selected from the group consisting of 
SEQ ID Nos:l-18, or complementary sequences of SEQ ID NO: 1-18." 

The open phrase "comprising" permits a scope of any length of isolated nucleic acid 
which at a minimum has either 12, 15, or 18 consecutive nucleotides of SEQ ID NO: 1-18. 

Gicquel et al teach the claimed isolated nucleic acid comprising all of SEQ ID NOs:3, 4 ( 
Figure 1C; SEQ ID N0:1C; SEQ ID NO:33). 
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10. Claims 1-3 and 5 are rejected under 35 U.S.C. 102(b) as being anticipated by Williams et 
al (WO 01/02568, published lljanuar/2001). 

The instant claims are drawn to "An isolated nucleic acid comprising > 12, or > 15, or 

> 18 consecutive nucleotides of a nucleotide sequence selected from the group consisting of 
SEQ ID Nos:l-18, or complementary sequences of SEQ ID NO: 1-18." 

The open phrase "comprising" permits a scope of any length of isolated nucleic acid 
which at a minimum has either 12, 15, or 18 consecutive nucleotides of SEQ ID NO: 1-18. 

Williams et al teach the claimed isolated nucleic acid comprising all of SEQ ID NOs:6 
(Page 827-828). 

11. Claims 1-3 and 5 are rejected under 35 U.S.C. 102(b) as being anticipated by Menozzi et 
al (WO 97/44463, published 27Novemberl997). 

The instant claims are drawn to "An isolated nucleic acid comprising > 12, or > 15, or 

> 18 consecutive nucleotides of a nucleotide sequence selected from the group consisting of 
SEQ ID Nos:l-18, or complementary sequences of SEQ ID NO: 1-18." 

The open phrase "comprising" permits a scope of any length of isolated nucleic acid 
which at a minimum has either 12, 15, or 18 consecutive nucleotides of SEQ ID NO: 1-18. 

Menozzi et al teach the claimed isolated nucleic acid comprising all of SEQ ID NOs:7, 8 
(Figure 10). 

12. Claims 1-5 are rejected under 35 U.S.C. 102(e) as being anticipated by Fleischmann et 
al (U.S. Pat. No. 6,294,328, 25September2001). 

The instant claims are drawn to "An isolated nucleic acid comprising > 12, or >15, or 
>18 consecutive nucleotides of a nucleotide sequence selected from the group consisting of 
SEQ ID Nos:l-18, or complementary sequences of SEQ ID NO: 1-18." 
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The open phrase "comprising" permits a scope of any length of isolated nucleic acid 
which at a minimum has either 12, 15, or 18 consecutive nucleotides of SEQ ID NO: 1-18. 

Flelschmann et al teach the claimed Isolated nucleic acid comprising all of SEQ ID 
NOs:12 (SEQ ID NO:l). 

13. Claims 1-5 are rejected under 35 U.S.C. 102(b) as being anticipated by Nano et al (U.S. 
Pat. No. 6,228,371, 8May20Ql). 

The instant claims are drawn to "An isolated nucleic acid comprising >12, or > 15, or 
>18 consecutive nucleotides of a nucleotide sequence selected from the group consisting of 
SEQ ID Nos:l-18, or complementary sequences of SEQ ID NO: 1-18," 

The open phrase "comprising" permits a scope of any length of isolated nucleic acid 
which at a minimum has either 12, 15, or 18 consecutive nucleotides of SEQ ID NO: 1-18. 

Nano et al teach the claimed isolated nucleic acid comprising all of SEQ ID NOs:15 and 
16 (SEQ ID NO:75) and procedures utilizing said sequence (col 15, line 8 to col. 17, line 17), 

Claim Rejections- 35 USC § 112 

14. The following is a quotation of the first paragraph of 35 U.S.C. 112: 

The specification shall contain a written description of the invention, and of the manner and process of 
making and using It, in such full, clear, concise, and exact terms as to enable any person skilled in the 
art to which it pertains, or with which it is most nearly connected, to make and use the same and shall 
set forth the best mode contemplated by the Inventor of carrying out his invention. 

15. The following is a quotation of the second paragraph of 35 U.S.C 112: 

The specification shall conclude with one or more claims particularly pointing out and distinctly 
claiming the subject matter which the applicant regards as his invention. 

16. Claims 7-9 are rejected under 35 U.S.C. 112, second paragraph, as being indefinite for 
failing to particularly point out and distinctly claim the subject matter which applicant regards as 
the invention. 
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Claim 7 depends from claim 6 and recites "wherein a member of said pair comprises an 
observable marker." However, claim 6 recites "said pair being selected from the group 
consisting of SEQ ID NO:X and SEQ ID NO:Y", but does not recite that either member of the 
pair "comprises" anything extra. It is recommended that claim 7 recites "wherein a member of 
said pair further comprises an observable marker." 

Claims 8 and 9 depend from claim 7, but does not correct the indefiniteness. 

17. Claim 10 is rejected under 35 U.S.C. 112, second paragraph, as being indefinite for 
failing to particularly point out and distinctly claim the subject matter which applicant regards as 
the invention. 

Claim 10 appears to be identical to claim 6. Claim 10 recites "The pair of forward and 
reverse primers of claim 6 as PCR primers in the detection of a Mycobacterium tuberculosum 
species." The phrase "as PCR primers in the detection of a Mycobacterium tuberculosum 
species" is intended use and as such does not impart any patentable criticalities. Clarification is 
required if the product of claim 10 is to be structurally differenct from the product of claim 6. 

Conclusion 

18. Claims 1-5 and 7-10 are rejected. Claim 6 is allowable. 

19. Any inquiry concerning this communication or earlier communications from the examiner 
should be directed to Rodney P. Swartz, Ph.D., Art Unit 1645, whose telephone number is (571) 
272-0865. The examiner can normally be reached on Monday through Thursday from 5:30 AM 
to 4:00 PM EST. 

If attempts to reach the Examiner by telephone are unsuccessful, the examiner's 
supervisor, Lynette F. Smith, can be reached on (571)272-0864. 
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The fax phone number for the organization where this application or proceeding is 
assigned is (703) 872-9306. 

20. Information regarding the status of an application may be obtained from the Patent 
Application Information Retrieval (PAIR) system. Status information for published applications 
may be obtained from either Private PAIR or Public PAIR. Status information for unpublished 
applications is available through Private PAIR only. For more information about the PAIR 
system, see http://pair-direct.uspto.gov . Should you have questions on access to the Private 
PAIR system, contact the Electronic Business Center (EBC) at 866-217-9197 (toll-free). 
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Art Unit 1645 
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